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1 │∂╘⌐ 

2018 4 ─ GPSP ─ ₈ ─ ─ ┘ ─ ─ ⌐

∆╢ ─ ╩ ∆╢ 29 10 26  116 ₉

⅛╠ 3 ⅜ ⇔⁸ ☻כⱬ♃כ♦ ⁸DB ⅜ ─ ≢ ↕╣

≡⅝≡⅔╡⁸ ⌂▪ⱪ꜡כ♅⌐ ≠ↄ ─ ╩ ∆╢ ⅜ ™≈≈№╡╕∆⁹ 

DB ⌐ ∆╢ ⌐ ⇔≡│⁸₈ ─ ☻כⱬ♃כ♦ ⌐⅔↑╢

⌐ ∆╢ ⌐≈™≡ 30 2 21  02211 ₉ ⁸

 https://www.pmda.go.jp/files/000223003.pdf┘₈ ─ ⱬ♃כ♦

☻כ ⌐⅔↑╢ ⌐ ∆╢ ⌐ ╢ Q&A⌐≈™≡ 6

19  ₉ ⁸ QA  https://www.pmda.go.jp/files/000230134.pdf

⅜ ↕╣╕⇔√⁹╕√⁸ ─ DB─ כ꜡ⱨ♃כ♦ה ─ ─ ≤⇔≡

PMDA⅜ ⇔√DB ⌐ ∆╢▪fi◔כ♩ ⌐⅔™≡⁸ ─ ─ ≢ ⅛╡⌐ↄ™

≤─ ⅜ ╙ ⅛∫√─│ QA Q&A8─ ⅎ ≢⇔√⁹PMDA│∕─ ⅎ ╩

≤─ ╩ ≡ ⇔⁸ ╛◦fiⱳ☺►ⱶ ╩ ∂≡ ⇔≡™╕∆⁹∕

╣⌐╙⅛⅛╦╠∏⁸ ─ ≢│⁸ PMDA≤─ ─ ╩ ≡╙⁸ ∞

⌐ ∆╢ ⌂ ╛ ∆═⅝ ⅜№╡╕∆⁹ 

↓─ ⌐ ╖⁸PV ♅כⱶ 6 KT-6 ⌐ ≠ↄ DB ה

⌐ ∆╢ Team2≢│⁸ ⌐ ≠ↄDB ─ ה ⌐⅔↑╢

─ ≤⇔≡⁸ ─ ╩ ה ⇔ ⌂▪◒◦ꜛfi╩ ⌐∆╢↓≤╩

≤⇔√ ╩ ™⁸∕─ ≤⇔≡ ╩╕≤╘╕⇔√⁹ 

⅜ PMDA≤ ─ ≢─ ⌐ ∆╢ ⌂♦▫☻◌♇◦ꜛfi⌐ ≡╠

╣⁸ ⌐│ ↕╪─√╘⌐ ∆╢ ─ ™ ∕⇔≡ ꜞ☻◒

╩ ∆╢ ─ ≤⌂╡╕⇔√╠ ™≢∆⁹ 

⌂⅔⁸ ─ ─ⱬ☻♩ⱪꜝ◒♥▫☻│ ⌐ ⇔≡™ↄ╙─≢∆⁹≈

╕╡⁸ │ ╠╣√ ⌐ ≠™√ ≢№╢↓≤⁸∕⇔≡ ⌐ ─ ≢│⌂™

⅜№╢↓≤⌐⁸ ╘↔ ↄ∞↕™⁹  



 

2 

 

2 ─ ┘  

╩ ⇔√ ┘ ⌐№√∫≡─ ╩ ⌐ ⇔╕∆⁹ 

ₒ ₓ 

⌐ ≠ↄ DB ─ ה ⌐⅔↑╢ ─ ≤⇔≡⁸DB ─

╩ ∆╢√╘─ ┘ ╩ ⇔⁸ ╩ ℮⁹ 

 

ₒ ₓ 

╩ ⇔⁸DB ─ ╩ ∆╢√╘─ ┘ ╩ ⇔√⁹ 

 ̧ DIA◦fiⱳ☺►ⱶ─♦▫☻◌♇◦ꜛfi  

 ̧ כ꜡ⱨ♃כ♦  

 ̧ QA ⌐ Q&A8─  

↕╠⌐⁸ ─ ╩ ╕ⅎ≡⁸ ─ ⅎ ─ ⁸ ┘ ─

─ ∆╢√╘⁸DB ─ ⌐ ∆╢▪fi◔כ♩╩ ⇔√⁹ 

 

⌂⅔⁸ QA Q&A8╩ ⌐ ⇔╕∆⁹ 

  



 

3 

 

 
 

 

▪⌐⅔™≡⁸ │⁸ ⅜ ╩♃כ♦

⅛╠ ∆╢ ⌐ ⅜♃כ♦ ⇔ↄ ╡ ╕╣√↓≤╩ ∆╢ ╩ ∆

╢↓≤≤↕╣≡™╢⅜⁸ ⁸⅜☻כⱬ♃כ♦ ─ │

─♃כ♦⅜ ╩ ≤⇔≡ ─ ╩ ⌐╟╡ ⇔

⇔√╙─≢№╢ ⌐ ∆═⅝ │⌂⌐⅛⁹ 

 

⌐⅔™≡ ◌ꜟ♥ ⌐ ↕╣√ ♃כ♦ ♃כ♦ ≤⁸ ♦

⌐☻כⱬ♃כ ╡ ╕╣√ ⁸≡™≈⌐♃כ♦ ╛ ─ ─ ⅛╠⁸

⌐╟∫≡ ⌐ ⅜ ╦╣≡™╢↓≤╩ ∆╢↓≤⁹⌂⅔⁸

─ ⌐╟∫≡ ⌐ ⅜ ╦╣≡™╢ ⌐│⁸∕─ ╩╙∫≡

╠─ ─ ≤∆╢↓≤╙ ≢№╢⅜⁸∕─ ⌐│⁸ │

⅜ ─ ⌐╟╢ ─ ⁸ ╩ ⇔≡™╢↓≤╩

⇔⁸∕─ ╩ ∆ ⅜№╢⁹ 

│⁸ ∏⇔╙ ⌐☻כⱬ♃כ♦≥♃כ♦ ╡ ╕╣√ ─♃כ♦

⌂ ╩ ∆╢↓≤╩ ╘≡™╢╙─≢│⌂™⁹⇔⅛⇔⁸ כⱬ♃כ♦⅜♃כ♦

☻⌐ ⇔ↄ ╡ ╕╣√↓≤⅜ ↕╣≡™╢ ╛⁸ ⇔ↄ ╡ ╕╣√↓≤⅜

↕╣≡™⌂™ ─ ╛ ⅜ ─ │ ⌐╟∫≡

↕╣≡™╢ ⅜№╡⁸ │∕─ ╩ ∆╢ ⅜№╢⁹ 

⌂⅔⁸ │⁸ ⌐☻כⱬ♃כ♦⅜♃כ♦ ⇔ↄ ╡ ╕╣√↓≤─ ⌐≈™

≡⁸ ─╟℮⌂ ⌐ ⇔⌂⅜╠⁸∕─ ┘ ╩ ∆╢↓≤⁹ 

 ̧ ≢ⱪ꜡☿☻⅜ ↕╣⁸∕─ⱪ꜡☿☻⌐╟╡ ╠╣√ ⅜

⌐ ↕╣⁸ ↕╣≡™╢↓≤ 

 ̧ ⌐ ⇔√◘fiⱪꜟ♦כ♃≢│⌂ↄ⁸ ─ ⅜ ∆╢

─ ♃כ♦ ⌐⅔™≡ ─ ─ ≢ ה ↕╣√

♃כ♦ ⌐ ≠⅝ ⅜ ↕╣≡™╢↓≤ 

 ̧ ⌐⅔↑╢ ◌ꜟ♥ ─ ╛ ◦☻♥ⱶ ⅎ┌⁸ ◦

☻♥ⱶ ≢ ↕╣╢ ◦☻♥ⱶ⁸ ─ ◦☻♥ⱶ ⅜

↕╣╢ ⅜№╢─≢⁸ ─ ∞↑≢⌂ↄ ⌐ ╩╙

∫≡ ↕╣≡™╢↓≤ ► ┘ ╩  

 

  



 

4 

 

3  

3.1 DIA◦fiⱳ☺►ⱶ⌐⅔↑╢ⱤⱠꜟ♦▫☻◌♇◦ꜛfi 

202011 8  10 ⌐ ↕╣√ 17 DIA ⌐≡⁸

╟╡₈ ☻כⱬ♃כ♦ ─ ╩ ⅎ╢₉≤™℮☿♇◦ꜛfi⌐≡

⇔╕⇔√⁹100 ⌐ ™√∞ↄ ≢⁸₈ ☻כⱬ♃כ♦ ─

╩ ⅎ╢ ─ ⅛╠ ₉⌐≈™≡─ ≤⁸PMDAכ♦ה♃ⱬכ☻

⁸DB ≢№╢ⱷ♦▫◌ꜟ♦כ♃ⱦ☺ꜛfi ⁸MDV ╩ ⅎ√Ɽ

Ⱡꜟ♦▫☻◌♇◦ꜛfi╩ ™╕⇔√⁹ 

⌐⁸ ☿♇◦ꜛfi─ ≤URL╩ ⇔╕∆⁹ 

 

  

https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8777771%

2f20303%2Epdf 

 

⅛╠─ │⁸ ─╟℮⌂╙─≢⇔√⁹ 

 ̧ MID-NET⌐ ╠∏ DB ≢ ™╢ ☻כⱬ♃כ♦ ⁸

DB ─ │ ≢№╡⁸ ⅜ ≥™⌂≢♃כ♦√╣↕

╩ ≢⅝⌂™⁹ 

 ̧ DB│ ─ ≢ DB ⅜ ♃כ♦⁸╘√╢№≢─╙╢∆

╩ ⇔ↄ ⇔≡™╢ DB ⌐ ╩ ™√∞⅝√™⁹ 

 ̧ ─ ⅜ ∂ DB╩ ℮ │ ─ │1 ≢ ™≤∆╢

─ ╩ ⇔√™⁹ ≢⅝╢ ⌐ ⇔≡─ ╩ ╘╢═⅝≢№╢⁹ 

 

ⱤⱠꜟ♦▫☻◌♇◦ꜛfi≢⌂↕╣√ │⁸ ─╟℮⌂╙─≢⇔√⁹ 

 ̧ ─ ⌐≈™≡│PMDA⅛╠╙ ⅝⌂ ⅎ⅜ ↕╣√⁹ 

 ̧ PMDA╟╡⁸ DB⌐ ∆╢⁸꜠ ☺☻♩ꜞ ⌐ ∆╢

https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8777771%2f20303%2Epdf
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8777771%2f20303%2Epdf
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╖ ☻כⱬ♃כ♦ ⌐≈™≡ ↕╣

√⁹ 

 ̧ MDV ≢│ ─ ╩ ╘≡⅔╡⁸ ⌐ ⇔ MDV┼─

⌐ ∆╢ ╩ ∆↓≤╩ꜞ◒◄☻♩↕╣√⁹ 

 ̧ QA Q&A8⌐≈™≡⁸ ◌ꜟ♥⌐ ♃כ♦√╣↕ ⌐ ♃כ♦

≤╖⌂∑╢ ≤⇔≡₈ ─ ≢ ↕╣√ⱨ□▬ꜟ│ ↓₉╢⅝≢≥♃כ♦

≤⅜ ↕╣√⁹ 

 

כ꜡ⱨ♃כ♦ 3.2  

202011 8   10 ⌐ ↕╣√ 17 DIA ┘2020

11 16 ⌐ ↕╣√ ⌐≡⁸

PMDA│ ≤─ ╩ ≡ כ꜡ⱨ♃כ♦√╣↕ ≢ ↕╣╢

♃כ♦⌂ ╩ ⇔⁸ ─ ╛◦fiⱳ☺►ⱶ ≢╙ ⌐ ⇔≡™╕∆⁹ 

╕√⁸PMDA─ HP≢│⁸ ה ─꜠☺☻♩ꜞ ─☻כⱬ♃כ♦┘

⌐ ∆╢ ┘ ─ ⌐№√╡ ≤∆╢ ≤⇔≡⁸₈

─꜠☺☻♩ꜞ ─☻כⱬ♃כ♦┘ ⌐ ∆╢ ─ ⌂ ⌐

∆╢ ₉(https://www.pmda.go.jp/files/000243461.pdf)⅜ ↕╣≡⅔╡⁸∕

─ ≢⁸ כ꜡ⱨ♃כ♦≡⇔≥ ─ ⅜ ↕╣≡™╕∆⁹ 
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∕↓≢₈ ≢ ↕╣╢ ♃כ♦⌂ ₉─ ≤⇔≡⁸ ─DB

כ꜡ⱨ♃כ♦╙⌐ ─ ╩ ⇔≡™√∞⅝╕⇔√⁹ 

DB ≢│⁸ ∆╢ DB⅜ ─ ╩ ⌐ √⇔℮╢╙─≢№╢⅛╩ ∆╢

↓≤⅜ ≢№╡⁸ ≢│⁸∕─ כ꜡ⱨ♃כ♦≡⇔≥ ─ ⅜

כ꜡ⱨ♃כ♦⁹∆╕╡⌂≥ │⁸ ─ ⅜ ⌐⌂∫≡™╢↓≤⅜ ≤ ⅎ╠╣⁸

™√∞™√ ─ DB כ꜡ⱨ♃כ♦─ ⌐⅔™≡╙⁸↓─ ⌐≈™≡ ↕╣

≡™╢↓≤╩ ⇔╕⇔√⁹ 

 ̧ ♃כ♦ ◌ꜟ♥⁸꜠☿ⱪ♩⁸ ♃כ♦ ⌐ ⱪ꜡☿☻⅜ ≢⅝

╢↓≤ 

 ̧ ⱪ꜡☿☻≤⇔≡│⁸◦☻♥ⱶ ↕╣√ⱪ꜡☿☻ ♃כ♦ ⁸ ♃כ♦⁸

♪כ◖⁸ ┘ ─ⱪ꜡☿☻⅜ ↕╣≡™╢↓≤ 

╕√⁸ⱪ꜡☿☻ ⌐DB ─ ⁸ ⁸ ⁸ ⌂

╩ ∆╢↓≤⅜ ≤ ⅎ╠╣╕∆⁹ ⌐ ⅜ ╦╣≡™╢↓≤╩ ∆╢

⌐ ∆═⅝ ─1≈≤⇔≡⁸ QA Q&A8⌐⅔↑╢ ╩ ╡ →≡ ≢

⇔╕⇔√⁹ 

 

3.3 QA Q&A8─  

QA Q&A8⌐≈™≡│⁸PMDA⅜ ⇔√ DB ⌐ ∆╢▪fi◔כ♩

20204 ⌐⅔™≡⁸ ─ ≢ ⅛╡⌐ↄ™≤─ ⅜ ╙ ↄ⁸PMDA

│ QA Q&A8⌐ ∆╢√╘─ ⅎ ╩ ∆╢⌐№√╡⁸ ≤─

╩ ⇔≡™╕∆ 20209 202010 ⁹↓─ ╩ ≡⁸PMDA

│ ⅛╠DB ⅜ ∆╢DB⌐♦כ♃⅜ ∆╢╕≢─ ╩ ≤⇔≡⁸

♃כ♦ ♃כ♦⌐ ┘ ⌐≈™≡ QA Q&A8─ ⅎ ≤ ╠

⇔ ╦∑≡DB ⅜ ∆═⅝ ╛ ↕╣╢ ─♃כ♦ ⅎ ╩ ⇔⁸∕

─ ╩ ╛◦fiⱳ☺►ⱶ ╩ ∂≡ ⇔≡™╕∆⁹ 

 

KT-6 Team2≢│⁸3.13.2ה┘ ─ ╛◦fiⱳ☺►ⱶ≢─ ╩ ╕ⅎ⁸

QA Q&A8─ ⅎ ⌐ ∆╢ ⌂ ╛ ∆═⅝ ╩ ⌐ ∆╢√

╘⁸ ─PMDA≤─ ⌐ ⇔√ ⅛╠⁸ ⌂╢ ⌂ ה ∆═

⅝ ⌐≈™≡─ ╩ ∆╢ ≢⁸ ≤↓╣╠─ ≤─ ╩

⇔╕⇔√ 20212 ⁹ 

⌐ ⌐≡ ↕╣√ ╩ ⇔╕⇔√⁹↓╣╠─ │ ─

⌐ KT-6≢ ↕╣√ ⌂ ╛ ∆═⅝ ≤ ≢№╡⁸ ⅝ ⅝ ≢╙

∆═⅝≤ ⅎ╕⇔√⁹ 

 



 

7 

 

No.  

1 ─ ≤⇔≡ ╡

℮ ─ ♦ה

ה♃כ ╩╙∫≤ ⌐

∆╢ 

Å DB ≢ ─ │ ⅝ↄ ⌂

╢ 

Å ╛ ∆╢ ─№╢DB╩ ⌐⇔

√℮ⅎ≢ ╡⌂™ ╩ ⇔≡™ↄ ⅜№╢√

╘⁸ ⅜⌂™≤ ╩ ╘╢─⅜ ⇔™ 

Å Q&A8─ ⁸Q&A12╙ ⅜  

2 PMDA≤ ∆╢⌐№√

╡⁸DB ≤─

╩ ∆╢ ⅜№╢ 

Å ⌐ ╖ ╖∆⅞╢≤ DB ─ⱡ►Ɫ►⌐

╣≡⇔╕℮√╘⁸ ╩ ⌐⇔⁸ ≤DB

≤─ ≤⇔≡ ≡╢≤ ™ 

Å PMDA─ MID-NET≤│ ≢ DB ╩

→≡™╢ ─ ⌐╙ ╩™√∞ↄ≤

™ 

Å DB ↑─ ╩ ⇔≡╙╠ⅎ╢

≤ ™ 

3 PMDA─ ⅎה ╩╙∫

≤ ∆╢ 

Å PMDA⅜ ⇔√ ⁸

DIA⁸GPSP ⁸DB ♩כ◦

≢─ Q&A╩ ⇔≡╙╠ⅎ╢╟℮⌐

∆╢ 

Å PMDA⅜ DB ⌐≥─╟℮⌂ ─ ╩

ⅎ≡™╢⅛ ∆╢ 

♃כ♦₈ 4 ─ ┘

ⅎ ₉⌐ ⇔≡⁸PMDA

│ ╩♃כ♦♥ꜟ◌

™√ ─

⌐≈™≡⁸₈

∆╢╟℮⌐₉≤⇔≡™

╢ 2≈─ ⅎ ⅜№

╡⁸∕╣∙╣ ⅜№╢  

 

1) PMDA⌐ ◌ꜟ♥♦

─♃כ ╩ ∆

╢ⱪ꜡☿☻╩ ⇔≡╙

╠™⁸∕╣⌐ ℮

MID-NET─ ╩ ⇔

≡╙╠℮  

2) ≤ DB

≢⁸PMDA⌐ ◌ꜟ

─≤∟℮─♃כ♦♥

╩≥─╟℮⌂ ╣≢

⇔≡™╢⅛ ∆

╢ 

Å PMDA│ ─ ⌐⅔↑╢ ♃כ♦♥ꜟ◌

─ ╣╩ ⇔≡™⌂™√╘⁸ ─♃כ♦♥ꜟ◌

⌐℮╟─≤╩♃כ♦─≤∟℮ ⇔≡ ∆╢⅛╩

⌐ ↕⌂™≤ ≢⅝⌂™ PMDA│₈ ⅜

╕∫√╠ ∆╢₉≤─↓≤  

 

 

 

 

1)⌐≈™≡ 

MID-NET─ ≤ ─ ⌐ ≢⅝⌂

™ DB ⅜ ≡ↄ╢/PMDA⅜ ╩ ∆

↓≤≢⁸∕─ ╩ ∆╢↓≤⅜ ⌐⌂╢

⅜№╢ 

 

2)⌐≈™≡ 

≤DB ⅜PMDA≤ ∆╢↓

≤⌐⌂╡⁸ ≢⅝⌂™ⱡ►Ɫ►⌂≥╙ ╕╣╢√

╘⁸ ⌐≈™≡─ ⅜ DBה

⌐ ↕╣ ↕╣╢╕≢⌐↕╠⌐ ⅜⅛⅛╢ 

♃כ♦₈ 5 ─ ┘ ⅎ ₉⌐ ⇔≡⁸ ₈─♃כ♦♥ꜟ◌ ⌐⅔

↑╢ ╩ ⇔₉≢ ∆═⅝↓≤│≥─╟℮⌂╙─⅛  
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No.  

6 ₈ ⌐♃כ♦ ≠ↄ

─ ₉⅜≢⅝≡™╢↓

≤╩⁸ DB │≥─

╟℮⌐ ≢⅝╢⅛  

Å ₈ ─₉♃כ♦ ♃כ♦₈│ ─ ┘ ⅎ

₉─₈ ≥₉♃כ♦ ⅎ≡╟™≤ ╦╣╢ 

Å ♠כꜟ⅜ ∫√ ≢₈ ↄ⌂≢₉♃כ♦

⌂╢ ⌐ ∆╢ 

7 ₈ ₉≢ ∆╢₈DB ⌐╟╢ ⌂ ₉─₈ ₉─

ה │≥─ↄ╠™⅛  
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4 DB ─ ▪fi◔כ♩⌐≈™≡ 

4.1 ▪fi◔כ♩─ ┘  

ₒ ₓ 

DB ⌐ ∆╢ ⌐ ⇔≡⁸ ┘ QA ⅜ ↕╣

≡™╕∆⅜⁸ ⅛╠ ╙⌂™↓≤⅛╠⁸DB ─ ⌐⅔↑╢ PMDA≤─

⌐ ∆╢ ⁸ ⁸ ⌐≈™≡⁸

─ ⅎ ─ ⁸ ┘ ─ ─ ╩ ≤⇔≡▪fi◔כ♩╩ ⇔

╕⇔√⁹ 

ₒ ₓ 

KT-6 ┘ PV ⱶכ♅ 3 KT-3 ה ⁸

⌐ ∆╢ ─ ╩ ⌐▪fi◔כ♩╩  

20215 31   7 23  

32  

38  

4.2 ▪fi◔כ♩ ┘∕─  

▪fi◔כ♩ │⁸ ₈ ⌐ ∆╢▪fi◔כ♩ ╕≤╘₉ 20221

5 ⌐ ⇔╕∆⁹ ⌂ ┘∕─ ⌐≈™≡ ⌐ ⇔╕∆⁹ 

4.2.1 ⌐≈™≡─PMDA ⌐≈™≡ P.3-4  

₈PMDA⌐ ⌐ ∆╢ ╩ ⇔√↓≤⅜№╡╕∆⅛ ₉≤™℮ ⌐

⇔₈ᵓ ⇔√↓≤╙⌂ↄ⁸ ∆╢ ה ╙⌂™₉≤™℮ ⅜ ╩ ╘╢↓

≤⅜ ╠⅛≤⌂╡╕⇔√⁹ 
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∕─₈ᵓ ⇔√↓≤╙⌂ↄ⁸ ∆╢ ה ╙⌂™₉≤ ⇔√ ⌐DB

─ ╩ ╗ ╩ ⇔√≤↓╤⁸⅔╟∕3 ⅜₈DB ─ ⅜

╢₉≤ ↕╣╕⇔√⁹↓╣│ │≢ⱶכ♅ ⇔≡™⌂⅛∫√ ≢⇔√⅜⁸

⌂ↄ⌂™ ≢∕─╟℮⌂ ╩⇔≡™╢ ⅜ ∆╢↓≤⅜ ↕╣√↓≤⅛╠⁸₈

∆╢ ה │⌂™⅜⁸DB ─ ⅜ ╢₉ ⌐₈PMDA≤─ ╩⇔

⌂™ ₉╩ ⇔√≤↓╤⁸ ─╟℮⌂ ≢⇔√⁹ 

 ̧ ₈ DBה ⌐♩כ◦ ≠ↄ ⌐⅔™≡ ⌐ ╛ ⅜⌂

ↄ ╙⌂™₉ 

 ̧ ₈ ─DB│ major⌂╙─⌂─≢ ⅜⌂™₉ 

 ̧ ₈PMDA≤─ ╩ ↑⁸ ה◒♇▼♅♃כ♦⌐

╩◓fi♬כꜞ◒♃כ♦ ╦⌂™ ⌐≈™≡ ╩ ∆╢╟℮ ╩℮↑√₉ 

 ̧ ₈PMDA⅛╠ ⅜ ╠╣≡™╢√╘⁸ ─≤↓╤ ∆╢╕≢⌐ ∫≡™

⌂™₉ 

─ ╡⁸DB ╛♩כ◦ ⌂≥╩ ∂⁸ ⇔≡ ╩ ╘

≡™√ │ DBה ⌐♩כ◦ ≠ↄ ⌂≥╩ ∂≡ ╛

╩ ⇔√╡PMDA⅛╠ ⅜ ╠╣√╡⇔≡™╢√╘⁸ ∆╢ ╩ ∂≡

™⌂™↓≤⅜ ⅎ╕⇔√⁹ 
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4.2.2 ⌐≈™≡─ PMDA ∆╢ ╖≤ ♃▬Ⱶfi◓ ┘∕─ ⌐≈

™≡ P.6-10  

≥─ ╩ ⇔╕⇔√⅛⁸╙⇔ↄ│ ∆╢ ה ≢∆⅛ 3

P. 6 ⌐ ⇔⁸╒≤╪≥─ ⅜₈ᵓ ─ ₉ │₈ᵔ 

─ ₉≤ ⇔≡⅔╡⁸PMDA≤ ⌐ ∆╢ ╩ │

⇔≡™╢ ─ ↄ│⁸202012 ⌐ ↕╣√ ☻כⱬ♃כ♦

─ ╖╩ │ ∆╢ ≢№╢↓≤⅜ ⅎ╕⇔√⁹ 

 

 

╕√⁸ ─♃▬Ⱶfi◓⌐≈™≡│⁸ ─ ⌐ ⌂ↄ⁸╒≤╪≥─ ⅜

₈ ⁸ ₉⌐ │ ⇔≡™╢↓≤⅜ ⅎ╕⇔√ 4

P.7⁹ 
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─ ⌐≈™≡│⁸₈ᵑ ♦כ♃ⱬכ☻─ ─ ⅎ ⌐ ⇔≡ ╩ ╘

╢√╘₉≤ ⇔√ ⅜╒≤╪≥≢№╡⁸₈ᵒ ─ ≢⁸PMDA⅛╠

∆╢╟℮⌐ ⅜№∫√√╘₉─ │ 4 ─╖≢⇔√⅜⁸↓╣│⁸ ─

⌐ ∫≡™⌂™ ⅜ ↄ ╕╣╢ ╙ ≤⇔≡ ⅎ╠╣╕∆⁹ 

⌂⅔⁸₈ᵑ ♦כ♃ⱬכ☻─ ─ ⅎ ⌐ ⇔≡ ╩ ╘╢√╘₉─ ≤

⇔≡⁸ ─ ⅜№╡⁸ ⌐⅔™≡⁸ ─꜠☺☻♩ꜞ⁸DB№╢™│♦כ♃

⅜ DB ≢ ↕╣√ ⅜⌂™√╘ ⅜ ≤ ⅎ≡™╢◔⁸╛☻כ

─☻כⱬ♃כ♦⌂ ─ ⅎ ⅜ ≢⌂™√╘ ⅜ ≤ ∂≡™╢↓

≤⅜ ⅎ╕⇔√⁹ 

 ̧ ≢ ╘≡─ DB ≢№╡⁸ ╩ ⅎ≡ PMDA─ ─

⌂ ⅎ╩ ∆╢√╘⁹ 

 ̧ ─꜠☺☻♩ꜞ⅜ PMS⌐ ↕╣√ ⅜⌂™√╘⁸∕─ ─

√╘⁹ 

 ̧ ≢ ╘≡ ∆╢ DB≢№╡⁸DB ─☻כⱬ♃כ♦⌐ ─

╩ ⇔√ ⁸ ─ ⅎ ╩ ⇔√™ ⅜№╢ ⅜№╢√╘⁹ 

 ̧ ╘≡ DB ╩ ∆╢↓≤⌐⌂╢─≢⁸Ɽכ♫♩כ≤⌂╢DB

╙CROה ╘▪☿♇♩≤⇔≡ ⇔≡⅔⅝√™⁹ 

 ̧ PMDA─ ⅎ╢ ─ ╩ ⌐⇔√™√╘⁹GPSP≢ ╘╠╣╢

DB─ ⌐ ⌂ ה ⌂ ╩ ∆╢√╘⁹ 
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 ̧ ≤⌂╢ ⌐⅔↑╢ ─ PvP─ ♦◙▬fi⅜ ♃כ♦⁸≢

╙ ─⌂™ ⌂ ─√╘⁹ 

 ̧ ⅜ ⌐ ↕╣≡™⌂™√╘⁹ 

 

4.2.3 ⇔√ ∆╢ ─♃כ♦─ ┘∕─ P.13-14 

₈ ⇔√⁸╙⇔ↄ│ ∆╢ ה ♃כ♦─ ╩ ⅎ≡ↄ∞↕™⁹

₉≤™℮ ⌐ ⇔⁸14 ⅛╠19 ⅜№╡╕⇔√ 1 ⅜ ⌐≈™≡

♃כ♦─ ╩ ⇔√⁸╙⇔ↄ│ ה ─√╘ │19╩ ⅎ≡™╕∆ ⁹ 

♃כ♦ │꜠☿ⱪ♩♦⁸♃כDPC♦כ♃⅜ 14 ≤ ╙ ↄ⁸ ™≢ ◌ꜟ♥

∟℮─♃כ♦ ⅜10 ⁸ ◌ꜟ♥ ∟℮─♃כ♦ ⅜3

≢⇔√⁹∕─ ╙♃כ♦ꜞ♩☻☺꜠≡⇔≥ ≢♃כ♦ꜞ♩☻☺꜠⁸⅜√⇔╕™≡╣╕

│≥☻כⱬ♃כ♦│ ⌂╢₈ ꜠☺☻♩ꜞ ₉≢─

⌐⌂╢≤ ⅎ╠╣╕∆⁹ 

꜠☿ⱪ♩♦⁸♃כDPC♦⁸│≡™≈⌐♃כ ─ ≢ ╩ ╙⇔ↄ

│ ↕╣≡™╢↓≤⅜ ⅛╡╕⇔√⁹╕√⁸ ─ DB ╩ ⇔≡™╢

≢│⁸1 ≢│⁸ ♃כ♦─ ∆═≡─ ╩ ∆╢⅜⁸2

⅛╠│꜠☿ⱪ♩⁸DPC♦כ♃─ ╩ ⇔⁸ ◌ꜟ♥ ─♃כ♦ ─╖╩

⇔≡™╢ ╙№╡╕⇔√⁹ 

 

PMDA≤─ ⌐≈™≡⁸₈ ─ ☻כⱬ♃כ♦ ⌐⅔↑╢

⌐ ∆╢ ⌐≈™≡₉─₈ ⅜ ∆═⅝DB ─
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⌐☻כⱬ♃כ♦ ╢ ₉─ ─℮∟⁸ ∆╢╙─╩ ⅎ≡ↄ∞↕™⁹

≤™℮ ⌐ ⇔⁸14 19 ⅜№╡╕⇔√⁹ ≤⇔≡ 78 №╡⁸

1 ≢ ─ ╩ ⇔√⁸╙⇔ↄ│ ≢№╢↓≤⅜╦⅛╡╕⇔√⁹ 

≤⇔≡│⁸p  ⅛╠ ⇔√ ─♃כ♦ ⌐ ∆╢

⅜♃כ♦ ⌐☻כⱬ♃כ♦ ⇔ↄ ╡ ╕╣√↓≤─ ╩ ╗ ⅜ 12 ≤

╙ ↄ⁸╒≤╪≥─ ≢ ─ ⌐≈™≡─ ─ ╩ ⇔√⁸╙⇔

ↄ│ ≢№╢↓≤⅜ ⅛╡╕⇔√⁹↓─ │⁸3.3─ PMDA≤─ ⌐

⇔√ ≤─ ⌐⅔↑╢⁸ QA Q&A8 ─♃כ♦

⅜╦⅛╡⌐ↄ™≤™℮ ≤ ⇔≡™╕⇔√⁹ ⌂ ≤⇔≡│⁸₈♦

─♃כ ⌐≈™≡PMDA─ ╩ ─♃כ♦₉⁸₈√⇔ ─ ⌐≈™≡₉

≢⇔√⁹ ™≢⁸ᵑ ה ⌐ ∆╢ ⅜10 №╡⁸₈DB ┼כⱣכ◘─

♃כ♦─ ⱪ꜡☿☻₉⌐≈™≡ ↕╣≡™╕⇔√⁹ ⌐│⁸ᵘ ⌐ ∆╢

ה ─ ⌐ ∆╢ ⅜9 ⁸o ⌐◓fi♬כꜞ◒♃כ♦  ∆╢ ה ⁸

ᵓ ◖כ♪ ⌐ ∆╢ ה ⅜∕╣∙╣8 ≢⇔√⁹ 

│⁸ ⌡ PMDA─ ╩ ⇔√ ─ ⅎ ≢ ⅎ⌂™⅛ ≢№╡⁸

─ ⅎ ╩│∂╘⌐ ⇔◖fi☿fi◘☻╩ ╢╟℮⌂ ⅜№∫√─≢│⌂™⅛≤

ⅎ╠╣╕⇔√⁹ 
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4.2.4 ⌐≈™≡ PMDA/DB ⌐ ⇔√™↓≤ P.18-21  

─☻כⱬ♃כ♦₈ ─ ⌐⅔™≡ PMDA⌐ ⇔√™ ⌐≈™≡⁸

╩⅔ ™™√⇔╕∆ ⱨꜞכ♥◐☻♩ ₉╩ ⇔√ ⁸ ⅛╠ ─ ⌐

∆╢↓≤⅜≢⅝╕⇔√ 9 12 ⁹ 

 ̧ DBⱬfi♄כ≤─◖Ⱶꜙ♬◔כ◦ꜛfi⌐≈™≡ 

PMDA⅜ DBⱬfi♄כ≤ ◖Ⱶꜙ♬◔כ◦ꜛfi╩≤╡⁸DBⱬfi♄

⅜כ ∆╢DB⌐ ∆╢ ╩ ╘≡╒⇔™  

 ̧ ∂ DBⱬfi♄כ┼─ ה  

DB ╛ ⌐№╕╡⌐ ™ ─Ɫכ♪ꜟ╩ ה⇔

╩ ╘╢∞↑≢│⌂ↄ⁸DB ╛ ⅜ DB ╩ ≢⅝╢╟℮

⌐ ה ⌐ ╡ ╪≢╒⇔™  

 ̧  

≢│⌂ↄ⁸DB ≢ ╩ ⇔≡ ⇔™  

 ̧ PMDA─ ⅎ  

ה ─ ╩ ⇔≡ │ ╩⇔≡

⇔™  

 ̧ ┼─◘ⱳכ♩ 

╩ ∫≡ ⅝⌂ ╩⇔≡™╢ⱷכ◌כ┼─ ⌂◘ⱳכ♩

╩⇔≡╒⇔™  

 

─ ╡⁸PMDA⌐ ∆╢ ⅜ ↄ⁸ ⌐ ╛ ≤™∫√↓≤╩

╘≡™╢↓≤⅛╠⁸ ≤⇔≡│ ╠╣√ ╩╙≤⌐⁸DB ╩ ╘≡™╢

⅜ ⅎ╕⇔√─≢⁸ ⁸ ─ ⌂≥ PMDA⌐│ ╙ ⌂ ╩ ╖√

™≤ ⅎ╕∆⁹ 

 

─☻כⱬ♃כ♦⁸₈√╕ ─ ⌐⅔™≡DB ⌐ ⇔√™ ⌐≈™≡⁸

╩⅔ ™™√⇔╕∆⁹ ⱨꜞכ♥◐☻♩ ₉╩ ⇔√ ⁸ ⅛╠ ─

⌐ ∆╢↓≤⅜≢⅝╕⇔√ 9 9 ⁹ 

 ̧ ─  

DB ≢─ ╩▪Ⱨכꜟ↕╣≡™╢DB ⌐│⁸PMDA

≤─ ⌐⅔™≡ ⌂ ╩≢⅝╢∞↑ ⇔≡╒⇔™  

 ̧ GxP⌐ ∆╢ ה ⌂  

GxP⌐ ∆╢ ⁸ ┘ GxP ≢ ╘╠╣╢ ꜠ⱬꜟ╩

⇔√ ≢⁸ ⌂ ╩ ⌐ ⇔≡╒⇔™⁹PMDA┼─ ╩

⇔≡⁸DBⱬfi♄כ─ ⌐⅔™≡⁸DB ╩ ⇔≡╒⇔™  
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 ̧ DB ─  

DB ≢ ┘╩ ⇔√℮ⅎ≢ ⇔⁸GPSP ╩

┼ ≢⅝╢ ⌐⁸ ∂ format⁸ ꜠ⱬꜟ╩ ╦∑≡№╠⅛∂╘ ≤⇔≡

⇔≡⅔™≡╒⇔™  

 ̧ DB ─♩כ◦ ה  

DB ─♩כ◦ ⌐ ↑≡⁸™≈≢╙DB כ◦

♩─ ╩ⱷכ◌כ⌐ ה ™√∞↑╢╟℮ ⇔≡╒⇔™  

 

─ ╡⁸DB ⌐ ⇔≡╙ ⌂ ⁸ ╩ ╘≡⅔╡⁸PMDA┼

⇔√™ ≤ ⌐ ─DB ⌐ ∆╢ ⅜ ╠╣≡™╢ ⅜ ⅎ╕⇔√⁹

DB ⌐⅔™≡╙ ⌐DB─ ╩ ╘⁸ ╙ ╘≡ ↄ↓≤⅜

↕╣╕∆⁹ 
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5 ╩ ╕ⅎ√ ה  

5.1 ─  

3.1≢ ═√ ╡⁸ PV ≤⇔≡│ ─ ⅜ ∂ DB╩ ℮ ⁸

DB ─ ≢ ╦╢↓≤─⌂™ ─ⱪ꜡☿☻╛ DB ─℮∟⁸ ⌐ ╖─

≢№╡⁸∕─ ↕╣≡™⌂™ ─ ─ │ 1 ≢ ™≤∆╢ ─

╩ ⇔√™≤ ⅎ≡™╕∆⁹ⱤⱠꜟ♦▫☻◌♇◦ꜛfi≢╙ ⅝⌂ ⅎ⅜ ↕╣≡⅔╡⁸

≢⅝╢ ⌐ ⇔≡─ ╩ ╘╢═⅝≢№╢≤ ⅎ╕∆⁹ 

 

5.2 DB ≤─ ─  

3.3┘ 4.2.3≢ ═√ ╡⁸ QA Q&A8⌐≈™≡│╕∞ ∆═⅝ ⅜

∫≡™╕∆⁹∕─ ⌐№√╡⁸ 2 ╩ ⌐ ⌂▪◒◦ꜛfi≤ ⅎ╕⇔√⁹ 

1. ⇔≡ ⌐№√╢√╘⌐⁸DB ≤─ ─ ה ╦∑

╩ ╘≡™ↄ↓≤ 

2. ⌐ ╩♃כ♦♥ꜟ◌ ⇔√ DB⌐⅔↑╢ ─ ╩ ⌐

∆╢↓≤ 

1⌐≈™≡⁸ ╟╡ DB ─╒℮⅜ DB⌐ ⌐ ↄ⌐™╢↓≤

⅛╠╙⁸DB ≤─ ⅜ ─√╘⌐ ≢№╢≤ ⅎ╕∆⁹ ⁸DB ─ ⌐⁸

PMDA⌐₈ ≢ ↕╣╢ ♃כ♦⌂ ♃כ♦₈╛₉ ─ ┘ ⅎ ₉

⌐ ∫√ ⌂ ⅜≢⅝╢╟℮⌐∆╢√╘⌐⁸ ⌐DB ≤ ≢⁸

─ ⌐ ∆╢ ╩ ∫≡⅔ↄ↓≤⅜ ≤ ⅎ╕∆⁹╕√↓─ ≤⇔≡⁸

⅜DB ┼─ ⌐≈™≡ ╩ ∆↓≤╙ ≤ ⅎ╕∆⁹ 

2⌐≈™≡⁸ │≡™≈⌐♃כ♦♥ꜟ◌ PMDA╙₈♦כ♃ ─ ┘ ⅎ ₉⌐

⅔™≡ ⌐ ╡ ℮↓≤≤⇔≡™╕∆⁹∕─√╘⁸ ⌐ ─♃כ♦♥ꜟ◌ ╩

⌐ ╘╢⌐│⁸DB ≤─ ⌐╟╡⁸ ≤⌂╢ ה ◌ꜟ♥

─ ╩ ⇔⁸ ─♃כ♦♥ꜟ◌ ╩↕╠⌐ ∆╢ ⅜№╢↓≤⅜ ↕╣

╕∆⁹ ⌐⅔™≡│ ⌂ ⌐ ╖ ╗ ≤⇔≡⁸ ╩ ⌐ ⇔

╕⇔√⁹ 
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╩♃כ♦♥ꜟ◌ ⇔√ DB⌐⅔↑╢ ─  

 

  

No.   

─♃כ♦♥ꜟ◌ 1 ╛ ╩♃כ♦♥ꜟ◌ ™√

⌂ ╩▬ⱷכ☺≢⅝≡™⌂™ 

ה ╩♃כ♦♥ꜟ◌

⇔√ ╛⁸ ◌ꜟ♥

─♃כ♦ ⌐≈™≡

PMDA╛ DB ≤

⇔√ ─№╢

│⁸ ≢│ ╠╣≡

⅔╡⁸ ⅜ ≢

↕╣≡™⌂™ 

♃כ♦₈ 2 ─ ┘ ⅎ ₉⌐ ⇔≡⁸PMDA│

╩♃כ♦♥ꜟ◌ ™√ DB ─ ⌐≈

™≡⁸₈ ∆╢╟℮⌐₉≤⇔≡™╢ 

PMDA│₈ ⅜ ╕∫√╠ ∆╢₉≤ ═≡™

╢  

│PMDAה ─

⌐⅔↑╢ כ♦♥ꜟ◌

♃─ ╣╩ ⇔≡│™

⌂™√╘⁸ ◌ꜟ♥♦

╩♃כ♦─≤∟℮─♃כ

≥─╟℮⌐ ⇔≡

∆╢⅛╩ ⌐ ↕⌂™

≤ ≢⅝⌂™ 

 < ⌂ > 

₈─♃כ♦♥ꜟ◌ ⌐⅔↑╢ ╩

⇔₉≢ ⌐ ∆═⅝↓≤ 

♃כ♦─ (1 DPC⁸◌ꜟ♥♦כ♃ ╩

DB ⌐כⱣכ◘─ ∆╢ ╩ ≢

∆╢₈ ─ⱪ꜡☿☻₉─ ≢

╘╠╣≡™╢₈DB ⌐╟╢ ⌂

─ ₉─₈ ₉≤ ≢⅝╢ ה

 

2) QA Q&A8≢ ╘╠╣≡™╢₈ ♦

⌐♃כ ≠ↄ ─ ₉╩⁸ ∆╢ DB

─≤╢↑⅔⌐כ꜡ⱨ♃כ♦─ ≥♃כ♦─

≥─ ≢♃כ♦─ ∆╣┌╟™─⅛ 

ה ⌐♃כ♦♥ꜟ◌ ╠

∏⁸DB ⌐╙™ⅎ╢

  

3 ₈ ◌ꜟ♥ ⌐ ⅜─╙─⧵₉♃כ♦√╣↕

QA Q&A8⌐⅔↑╢₈♦כ♃ ─ ┘

ⅎ ₉─₈ ≡⇔≥₉♃כ♦ ↕╣≡⅔╡⁸₈ כ♦

♃⌐ ≠ↄ ─ ₉⅜≢⅝≡™╢↓≤─ ─

Ɫכ♪ꜟ⅜ ™ 

ה ◌ꜟ♥⌐│₈ ─

₉⅜ ⇔⌂™ 

ה ⅜ꜟכ♠ ∫√

≢₈ ⌂≢₉♃כ♦

ↄ⌂╢ 
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⌂⅔⁸₈DB ⌐₉ꜟכ♠ ∆╢ ⅜202111 11 ⌐ ↕╣⁸₈DB

⅜₉Ver1.0ꜟכ♠ HP⌐ ↕╣╕⇔√⁹ 

 

 ̧ ┘ ─ ⌐⅔↑╢ ╩ꜟכ♠ ™√

☻כⱬ♃כ♦ ─ ─ ⌐≈™≡ 

3 11 11 ↑ 1111002

☿fi♃כ  

https://www.pmda.go.jp/review-services/inspections/reexam-reeval/0004.html  

 ̧ DB ꜟכ♠ Ver.1.0 

https://www.pmda.go.jp/review-services/inspections/reexam-reeval/0005.html  

 

  

https://www.pmda.go.jp/review-services/inspections/reexam-reeval/0004.html
https://www.pmda.go.jp/review-services/inspections/reexam-reeval/0005.html
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6 ⅔╦╡⌐ 

≢│ ─ ≢⁸ ⌐ ≠ↄDB ─ ה ⌐⅔↑╢ ─

≤⇔≡⁸ ─ ╩ ה ⇔╕⇔√⁹ 

╕√⁸ ─ ╩ ה ⇔ ⌂▪◒◦ꜛfi╩ ⌐∆╢√╘─ ╩ ∂⁸

╠╣√ ה ╩ ╕ⅎ⁸ ─√╘─▪ⱪ꜡כ♅≤⇔≡ DBה

≤─ ╩ ⇔╕⇔√⁹ 

⁸ ⅜PMDA≤ ─ ≢─ ⌐ ∆╢ ⌂♦▫☻◌♇◦ꜛfi╛₈DB

─₉ꜟכ♠ ⌐ ≡╠╣⁸ ⌐│ ↕╪─√╘⌐ ∆╢ ─ ™

∕⇔≡ ꜞ☻◒ ╩ ∆╢ ─ ≤⌂╡╕⇔√╠ ™≢∆⁹ 
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ₒ ₓ 

PV ⱶ6כ♅ 2021 ⱷfiⱣכ 

▫ⱡⱨ◘ כ♄כꜞ    

◘Ⱪꜞהכ♄כ Ⱶ☻◒ꜝ▬fi☻ה♁◒ꜝ◓     

    

 Ᵽ▬◄ꜟ    β 

▬◙כ◄     

 ▪☻♩ꜝ♀Ⱡ◌    β 

 ⱡⱣꜟ♥▫☻ ⱨ□כⱴ    

 ꜘfi☿fiⱨ□כⱴ    β 

    

    

    

    

    

כꜞꜞ▬ꜝכ▬    │╢⌂ 

    β 

 Ⱪꜞ☻♩ Ⱪ▬◒☻ ☼כꜘ▬ⱴהꜟ    

    β 

 ⱨ□▬◙כR&D    
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